
Oclobcr 29, 200 I Food and Drug Administralion 

466 Fernender Juncos Avenue 
Puerla De Tlerra 

San Juan, Puerlo Rico 00901-3223 

. . 
. - 

Mr. Fred Hi~ltz 
President 
Tram Caribbean Dairy Corporation 
D.b.a. St. Thomas Dairies 
P.O. 130x 304800 
St. Thomas, U.S.V.I. 00803 

Dear Mr. I-Iintz: , 
. 

.- On August 27 to 29, 2001, The Food Sr Drug ArhniGstrution conductcCt an 
inspection of your dairy product d juice lxoccssing hcility located at Magc~ls 
Bay Road, St. Tl~omas, U.S.V.I. Evaluatiori of the Iindiiigs from this hspcclion 
reveal that the Dairy and juice products produccd at your plaid are adultcratcd 
within the meaning of Section 402 (a)(4) or the Fcdcral Food, Drug and Cosmetic 
Act (the Act) because they were not madacturcd in accordance with the 
requirements of Title 2 I, Code of Federal I~egulations, Part 1 IO (2 I CFI< I lo), 
Current Good Manufacturinn Praclicc in Manufacturinn. Packinn. or llolding 
I-Iuman Food. The deviatiom 1ound during the inspcctioll includc’tllc rollowing: ’ 

I. Failure to take adequate precautions to assure tllilt hishcd packaged milk 
products are not contamiualed with microorganisms or clicmicals such as 
antibiotics or to assllre that the products contain added iiulriciils in the amounts 
declared 011 the labels as required by 2 1 CFI< I 10.80. 

No standard plate could or lhosldlatase tests are lmformcd on hisllcd milk 
products.No testing has been lmhmxl assure that the Vitamins A Cut. D a&lccl to 
2% reduced Tat milk are present in the amounts indicated on the label. 

2. Failure to test or otherwise assure that raw nlaterials used iu tllc nlamf’acturc of 
reconstituted milk do not contain objectionable nlicroorganims as required by 2 I 
CFR 110.80 (a). Although a general certificate staling that skim milk pow&x ad 
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sources is suitable for use in the country of origin, lhe certificates do no1 lisl the 
specific tests, such as phosphatase or antibiotic tests, performed or the results of 
the tests. No testing is performed on these ingredients by your tirm prior lo use in 
manufacturing milk products. ’ . - 

3. Failure to take action to prevent conlinued distribution of milk products that tested 
positive for objectionable microorganisms as required by 2 1 CFR 110.80. 

Samples of 1 gallon containers of whole milk tested on 712101 and of !A pint 
containers of whole milk tested on 7/3 & 8/3/01 showed results for total coliforms 
of “Too Numerous to Count” (TNTC). The products were distributed and there is 
no record of any action taken to identify the source of the contamination or to 
ensure that adulterated products were sold to consumers. 

4. Failure to verify that the pasteurization system for milk and milk products is 
appropriately designed and maintained to minimize the potential for the growth of 
microorganisms as required by 2 1 CFR 110.80 (b)(2). 

During the inspection, the following observations were made concerning the 
pasteurization equipment: 

a) There was no system in place to prevent unauthorized changes to critical 
control devices such as the homogenizer used as a timing pump, the HTST 
temperature recorder and the flow diversion control; 

b) The holding tube was not designed to assure that product in the tube would 
maintain a constant flow rate to assure adequate pasteurization. 

5. Failure to have a vacuum breaker on the water control valves in the milk and juice 
processing room to prevent backflow or backsiphonage of wastewater or sewage 
into the water used for processing as required by 21 CFR 110.37 (b)(5). 

6. Failure to have functioning temperature-monitoring devices on the cold storage 
tanks used to hold pasteurized milk and juice products as required by 21 CFR 
110.40 (e). 

7. Failure to have records or other documentation of the periodic calibration of the 
official thermometer used for the HTST (High Temperature/Short Time) 
pasteurization equipment as required by 21 CFR 110.40 (f). 
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8 . Fa i lu re  to  h a v e  a d e q u a te  sc reen ing  o r  o the r  pro tect ion aga ins t  p e s ts in  th e  
p rocess ing  a r e a  as  requ i red  by  2 1  C F R  1 1 0 .2 0  (b)(7).  

T h e  sc reen  o n  th e  w i n d o w  b e h i n d  th e  flo w  d ivers ion  dev ice  w a s  b r o k e n  a n d  l ive 
f l ies w e r e  obse rved  in  th e  p roce’ss ing  a r e a . . - 

9 . J 3 o th  p rocess ing  a n d  o the r  e q u i p m e n t in  th e  p rocess ing  a r e a  w a s  n o t m a i n ta i n e d  in  
a  m a n n e r  th a t w o u l d  p r e v e n t c o n ta m i n a tio n  o f fo o d  p r o d u c ts as  requ i red  by  2 1  
C F R  1 1 0 .4 0  (a). 

T h e  fo l l ow ing  e q u i p m e n t d e f ic iencies w e r e  repor ted  du r i ng  th e  inspect ion:  

a )  T h e  v e n t i lat ion s h a fts ove r  th e  b o ttle  f i l l ing a r e a  h a d  a n  a c c u m u l a tio n  o f d u s t 
a n d  debr is .  

b )  T h e  o v e r h e a d  sh ie ld  o f th e  m ilk f i l l ing m a c h i n e  fo r  ‘/ ga l l on  c o n ta ine rs  w a s  
.._  n o t ins ta l led d u fin g  f i l l ing o p e r a tio n s  o n  8 /2 7  - 2 8 /0 1 . 

c) T h e  rubbe r  g a s k e ts fo r  th e  agi ta tor  s h a fts o n  th e  m ix ing tanks  w e r e  n o t in  
p lace,  p rov id ing  a  g a p  b e twedn  th e  s h a ft a n d  th e  m a c h i n e  th a t w o u l d  a l low th e  
in t roduct ion o f c o n ta m i n a n ts. 

Y o u  shou ld  ta k e  p r o m p t ac t ion  to  correct  th e s e  dev ia t ions  a n d  p r e v e n t the i r  
recur rence.  Fa i lu re  to  m a k e  p r o m p t cor rect ions cou ld  resul t  in  regu la to ry  ac t ion  
wi thout  fu r ther  n o tice. R e g u l a tory  ac t ions inc lude  se izure -and/o r  in junct ion.  - .,i .3  

P lease  n o tify th is  o ffice in  wr i t ing wi th in  1 5  work ing  days  o f you r  receip t  o f th is  
letter as  to  th e  speci f ic  ac t ions th a t y o u  h a v e  ta k e n  to  correct  th e  n o te d  v io lat ions.  
Y o u r  r esponse  shou ld  i nc lude  a n  e x p l a n a tio n  o f th e  s teps ta k e n  to  p r e v e n t s imi lar  
v io la t ions in  th e  fu ture.  If cor rect ive ac t ions c a n  1 1 0 1  b e  c o m p l e te d  wi th in  1 5  
work ing  days,  state th e  r e a s o n  fo r  th e  de lay  a n d  th e  tim e  wi th in  wh ich  correct ive 
ac t ions wi l l  b e  c o m p l e te d . 

Y o u r  rep ly  shou ld  b e  s e n t to  th e  U .S . F o o d  &  D r u g  A d m inist rat ion to  th e  
a tte n tio n  o f Ma ry  L . M a s o n , C o m p l i a n c e  O fficer, a t th e  add ress  l is led 0 1 1  th e  
le t terhead.  

S incere ly  

7 4 & 4 lL j& u !4 - 
M i ld red  R . B a r b e r  
Distr icl  Di rector  


